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PROPOSED  RULES 


DEPARTMENT  OF  HEALTH, 
EDUCATION,  AND  WELFARE 

Public  Health  Service 
[  42  CFR  Part  52h  ] 

SCIENTIFIC  PEER  REVIEW  OF  GRANT  AP¬ 
PLICATIONS  AND  CONTRACT  PROJ¬ 
ECTS 

Proposed  Rulemaking 

Section  475  of  the  Public  Health  Serv¬ 
ice  Act,  as  added  by  Pub.  L.  93-352  and 
renumbered  by  Pub.  L.  94-63,  directed 
the  Secretary  of  Health,  Education,  and 
Welfare  to  require  by  regulation  appro¬ 
priate  scientific  peer  review  of  (1)  appli¬ 
cations  for  grants  under  the  Public 
Health  Service  Act  for  biomedical  and 
behavioral  research,  and  (2)  biomedical 
and  behavioral  research  and  develop¬ 
ment  contract  projects  to  be  adminis¬ 
tered  by  the  National  Institutes  of 
Health  and  various  components  of  the 
Alcohol,  Drug  Abuse,  and  Mental  Health 
Administration. 

Notice  is  hereby  given  that  the  Assist¬ 
ant  Secretary  for  Health,  with  the  ap¬ 
proval  of  the  Secretary  of  Health,  Edu¬ 
cation,  and  Welfare,  proposes  to  adopt 
the  regulations  set  forth  in  tentative 
form  below  for  the  purpose  of  implement¬ 
ing  the  foregoing  legislation.  These  reg¬ 
ulations  will  apply  as  well  to  biomedical 
and  behavioral  research  and  development 
contract  projects  to  be  administered  by 
the  Food  and  Drug  Administration. 

Written  comments  concerning  the  pro¬ 
posed  regulations  are  invited  from  in¬ 
terested  persons.  Inquiries  may  be  ad¬ 
dressed,  and  data,  views  and  arguments 
relating  to  the  regulations  may  be  pre¬ 
sented  in  writing  in  triplicate,  to  the  As¬ 
sociate  Director  for  Extramural  Re¬ 
search  and  Training,  National  Institutes 
of  Health,  Building  1,  Room  118,  9000 
Rockville  Pike,  Bethesda,  Maryland 
20014.  All  comments  received  will  be 
available  for  public  inspection  at  said 
Office  on  weekdays  (Federal  holidays  ex¬ 
cepted)  between  the  hours  of  8:30  a.m. 
and  5  p.m.  All  relevant  material  received 
on  or  before  May  28,  1976  will  be 
considered. 

Notice  is  also  given  that  it  is  proposed 
to  make  any  amendments  that  are 
adopted  effective  upon  publication  in  the 
Federal  Register. 

Dated:  February  23, 1976. 

Theodore  Cooper, 
Assistant  Secretary  for  Health. 

Approved:  March  17,  1976. 

Marjorie  Lynch, 

Acting  Secretary. 

It  is  therefore  proposed  to  amend  Title 
42  of  the  Code  of  Federal  Regulations 
by  adding  the  following  new  Part  52h. 

PART  52h— SCIENTIFIC  PEER  REVIEW  OF 

GRANT  APPLICATIONS  AND  CONTRACT 

PROJECTS 

Sec. 

62  b..  1  Applicability. 

5  2b. 2  Definitions. 

62h.S  Establishment  and  operation  of  peer 
review  groups. 


Sec. 

53i.4  Composition  of  peer  review  groups. 
52h.S  Conflict  of  Interest. 

52h.6  Availability  of  Information. 

62h.7  Grants;  matters  to  be  reviewed. 
52h.8  Grants;  review  criteria. 

52h.9  Unsolicited  contract  proposals;  mat¬ 
ters  to  be  reviewed. 

62b.  10  Contract  projects  Involving  solicited 
contract  proposals;  matters  to  be 
reviewed. 

52b.  11  Contract  projects  and  proposals;  re¬ 
view  criteria. 

52b.  12  Applicability  of  other  regulations. 

Authority;  Sec.  215,  58  Stat.  690,  as 
amended  (42  U8.C.  216);  sec.  475,  88  Stat. 
360,  89  Stat.  351  (42  U.S.C.  2891-4). 

§  52h.l  Applicability. 

The  regulations  in  this  part  are  appli¬ 
cable  to: 

(a)  Applications  to  the  National  Insti¬ 
tutes  of  Health,  the  Alcohol,  Drug  Abuse, 
and  Mental  Health  Administration,  the 
Food  and  Drug  Administration,  or  any 
of  their  components  for  grants  under  the 
Act  for  biomedical  and  behavioral  re¬ 
search,  except: 

(1)  Applications  for  continuation 
funding  for  budget  periods  within  an 
approved  project  period; 

(2)  Applications  for  supplemental 
funding  to  meet  increased  administra¬ 
tive  costs  within  a  budget  period;  or 

(3)  Applications  for  construction 
grants;  and 

(b)  Biomedical  and  behavioral  re¬ 
search  and  development  contract  proj¬ 
ects  administered  by  the  National  Insti¬ 
tutes  of  Health,  the  Alcohol,  Drug  Abuse, 
and  Mental  Health  Administration,  the 
Pood  and  Drug  Administration,  or  any 
of  their  components. 

§  52h.2  Definition*. 

As  used  in  this  part: 

(a)  “Act”  means  the  Public  Health 
Service  Act,  as  amended. 

(b)  “Project  period”  has  the  same 
meaning  as  in  42  CFR  Part  52. 

(c)  “Budget  period”  means  the  inter¬ 
val  of  time  (usually  12  months)  into 
which  the  project  period  is  divided  for 
budgetary  and  reporting  purposes. 

(d)  “Awarding  official”  means  the 
Secretary  of  Health,  Education,  and  Wel¬ 
fare  and  any  other  officer  or  employee  of 
the  Department  of  Health,  Education, 
and  Welfare  to  whom  the  authority  in¬ 
volved  has  been  delegated;  except  that, 
where  the  Act  specifically  authorizes  an¬ 
other  official  to  make  awards  in  connec¬ 
tion  with  a  particular  program,  the 
“awarding  official”  shall  mean  said  other 
official  and  any  other  officer  of  employee 
of  the  Department  of  Health,  Education, 
and  Welfare  to  whom  the  authority  in¬ 
volved  has  been  delegated. 

(e)  “Peer  review  group”  means  an  as¬ 
sembled  group  of  experts  qualified  by 
training  and  experience  in  particular  sci¬ 
entific  or  technical  fields  to  give  expert 
advice,  in  accordance  with  the  provisions 
of  this  part,  on  the  scientific  and  techni¬ 
cal  merit  of  grant  applications  or  con¬ 
tract  projects  in  those  fields. 

(f)  “Research”  means  systematic 
study  directed  toward  new  or  fuller 


knowledge  and  understanding  of  the  sub¬ 
ject  studied.  . 

(g)  “Development”  means  the  syste¬ 
matic  use  of  knowledge  and  understand¬ 
ing  gained  from  research,  directed  to¬ 
ward  creating  useful  materials,  devices, 
systems,  or  methods. 

(h)  “Research  and  development  con¬ 
tract  project”  means  an  identified,  cir¬ 
cumscribed  activity,  involving  a  single 
contract  or  two  or  more  similar,  related, 
or  interdependent  contracts,  intended 
and  designed  to  acquire  new  or  fuller 
knowledge  and  understanding  of  a  sub¬ 
ject  and/or  to  use  such  knowledge  and 
understanding  to  develop  useful  materi¬ 
als,  devices,  systems,  or  methods.  The 
terms  include  (but  are  not  limited  to) 
development  and  utilization  of  resources, 
testing,  demonstrations,  preparation  of 
reports,  and  production  of  experimental 
or  test  models  necessary  or  incidental  to 
a  research  and/or  development  activity, 
but  exclude  quantity  production  and  rou¬ 
tine  product  testing  and  quality  controL 

(i)  “Project  concept”  means  the  basic 
purpose,  scope,  and  objectives  of  the 
project. 

(j)  “Project  approach”  means  the 
methodology  to  be  followed  and  the 
resources  needed  in  carrying  out  the 
project. 

(k)  “Contract  proposal”  means  a  writ¬ 
ten  offer  to  enter  into  a  contract,  sub¬ 
mitted  to  an  awarding  official  by  an  in¬ 
dividual  or  non-Federal  organization, 
and  Including  as  a  minimum  a  descrip¬ 
tion  of  the  nature,  purpose,  duration, 
and  cost  of  the  project  and  the  methods, 
personnel,  and  facilities  to  be  utilized  in 
carrying  it  out. 

(l)  “Solicited  contract  proposal”  has 
the  same  meaning  as  in  41  CFR  §  3-1.353 
(b) (2). 

(m)  “Unsolicited  contract  proposal” 
has  the  same  meaning  as  in  41  CFR 
S  3-4.5201. 

(n)  “Request  for  Proposals”  means  a 
Government  solicitation  to  prospective 
offerors,  under  procedures  for  negotiated 
contracts,  to  submit  a  proposal  to  fulfill 
specific  agency  requirements  based  on 
terms  and  conditions  defined  in  the  re¬ 
quest  for  proposals.  The  request  for  pro¬ 
posals  contains  information  sufficient  to 
enable  all  offerors  to  prepare  competi¬ 
tive  proposals,  and  is  as  complete  as  pos¬ 
sible  with  respect  to:  nature  of  work  to 
be  performed;  descriptions  and  specifica¬ 
tions  of  items  to  be  delivered;  perform¬ 
ance  schedule;  special  requirements 
clauses,  or  other  circumstances  affecting 
the  contract;  format  for  cost  proposals; 
and  evaluation  criteria  by  which  the  pro¬ 
posals  will  be  evaluated. 

S  52h.S  Establishment  and  operation  of 
peer  review  groups. 

(a)  To  the  extent  applicable,  the  Fed¬ 
eral  Advisory  Committee  Act  (5  U.8.C. 
App.  I),  any  Implementing  regulations, 
and  Chapter  9  of  the  Department  of 
Health,  Education,  and  Welfare  General 
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Administration  Manual 1  will  govern  the 
establishment  and  operation  of  peer  re¬ 
view  groups. 

(b)  Subject  to  §  52h.5  and  paragraph 

(a)  of  this  section,  the  Director  of  the 
National  Institutes  of  Health,  the  Ad¬ 
ministrator  of  the  Alcohol,  Drug  Abuse, 
and  Mental  Health  Administration,  and 
the  Commissioner  of  the  Food  and  Drug 
Administration  will  adopt  procedures  for 
the  conduct  of  reviews  and  the  formula¬ 
tion  of  recommendations  under  §§  52h.7, 
52h.9,  and  52h.l0  within  their  respec¬ 
tive  agencies. 

§  52h.4  Composition  of  poor  review 
groups. 

(a)  The  selection  and  appointment  of 
members  of  peer  review  groups  and  their 
terms  of  service  will  be  governed  by 
Chapter  9  of  the  Department  of  Health, 
Education,  and  Welfare  General  Admin¬ 
istration  Manual. 

(b)  Subject  to  paragraph  (a)  of  this 
section,  members  will  be  selected  based 
upon  their  training  and  experience  in 
relevant  scientific  or  technical  fields, 
taking  into  account,  among  other  fac¬ 
tors: 

(1)  The  level  of  formal  scientific  or 
technical  education  (e.g.,  B.S.,  M.A., 
Ph.  D.,  M.D.)  completed  by  the  individ¬ 
ual; 

(2)  The  extent  to  which  the  individual 
has  engaged  in  relevant  research,  the 
capacities  (e.g.,  principal  investigator, 
assistant)  in  which  the  individual  has 
done  so,  and  the  quality  of  such  re¬ 
search  ; 

(3)  Professional  recognition  as  re¬ 
flected  by  awards  and  other  honors  re¬ 
ceived  from  scientific  and  professional 
organizations  outside  the  Department  of 
Health,  Education,  and  Welfare;  and 

(4)  The  need  of  the  group  to  include 
within  its  membership  experts  from  vari¬ 
ous  areas  of  specialization  within  rele¬ 
vant  scientific  or  technical  fields. 

(c)  Not  more  than  one-fourth  of  the 
members  of  any  peer  review  group  to 
which  these  regulations  are  applicable 
may  be  officers  or  employees  of  the 
United  States  (apart  from  their  mem¬ 
bership  in  the  group) . 

§  52h.5  Conflict  of  interest. 

(a)  Members  of  peer  review  groups 
covered  by  this  part  are  subject  to  rele¬ 
vant  provisions  in  Title  18  of  the  United 
States  Code,  relating  to  criminal  acti¬ 
vity,  the  Department  of  Health,  Educa¬ 
tion,  and  Welfare  Standards  of  Conduct 
(45  CFR  Part  73),  and  Executive  Order 
11222,  as  amended. 

(b)  In  addition  to  any  restrictions  im¬ 
posed  under  paragraph  (a)  of  this  sec¬ 
tion: 

( 1 )  No  member  of  a  peer  review  group 
may  participate  in  or  be  present  during 
any  review  by  said  group  of  a  grant  ap- 


lThe  Department  of  Health,  Education, 
and  Welfare  General  Administration  Manual 
Is  available  for  public  Inspection  and  copy¬ 
ing  at  the  Department’s  and  Regional  Offices’ 
Information  centers  listed  in  45  CFR  {  5.31 
and  may  be  purchased  from  the  Superin¬ 
tendent  of  Documents,  U.S.  Printing  Office, 
Washington,  D.C.  20402. 


plication,  contract  project,  or  contract 
proposal  in  which,  to  the  member’s 
knowledge,  any  of  the  following  has  a 
financial  interest:  (i)  The  member  or  his 
or  her  spouse,  parent,  child,  or  partner, 
(ii)  any  organization  in  which  the  mem¬ 
ber  or  his  or  her  spouse,  parent,  child, 
or  partner  is  serving  as  an  officer,  direc¬ 
tor,  trustee,  partner,  or  employee,  or  is 
otherwise  associated,  or  (C)  any  organi¬ 
zation  with  which  the  member  or  his  or 
her  spouse,  parent,  child,  or  partner  is 
negotiating  or  has  any  arrangement  con¬ 
cerning  prospective  employment  or  other 
association. 

(2)  In  the  event  any  member  of  a  peer 
review  group  or  his  or  her  spouse,  parent, 
child,  or  partner  is  currently  or  expected 
to  be  the  principal  investigator  or  mem¬ 
ber  of  the  staff  responsible  for  carrying 
out  any  research  or  development  activi¬ 
ties  contemplated  as  part  of  a  grant  ap¬ 
plication,  contract  project,  or  contract 
proposal,  the  review  will  be  conducted  by 
another  group  with  the  expertise  to  do 
so.  If  there  is  no  other  group  with  the 
requisite  expertise,  the  review  will  be 
conducted  by  an  ad  hoc  group  no  more 
than  50  percent  of  whose  members  may 
be  from  the  disqualified  group.  The  com¬ 
position  of  any  such  ad  hoc  group  will  be 
determined  in  accordance  with  §  52h.4 
(b)  and  §  52h.4(c)  of  this  part  and,  to 
the  extent  feasible,  §  52h.4(a)  of  this 
part. 

(3)  Where  a  member  of  a  peer  re¬ 
view  group  participates  in  or  is  pres¬ 
ent  during: 

(i)  Development  or  review  of  a  proj¬ 
ect  approach  or  request  for  proposals  by 
said  group  or 

(ii)  Review  by  said  group  under 
§  52h. 10(b)  or  §52h.l0(c),  i.e.  after 
the  issuance  of  a  request  for  proposals, 
no  contract  may  thereafter  be  awarded 
as  the  result  of  such  development  or  re¬ 
view  to  said  member,  his  or  her  spouse, 
parent,  child,  or  partner  or  any  organiza¬ 
tion  in  which  the  member,  his  or  her 
spouse,  parent,  child,  or  partner  was 
serving  as  officer,  director,  trustee,  part¬ 
ner,  or  employee  at  the  time  of  such  de¬ 
velopment  or  review  or  with  which  the 
member,  his  or  her  spouse,  parent,  child, 
or  partner  was  negotiating  or  had  any 
arrangement  concerning  prospective  em¬ 
ployment  at  said  time. 

§  52h.6  Availability  of  information. 

Transcripts,  minutes,  and  other  docu¬ 
ments  made  available  to  or  prepared  for 
or  by  a  peer  review  group  will  be  avail¬ 
able  for  public  inspection  and  copying  to 
the  extent  provided  in  the  Freedom  of 
Information  Act  (4  U.S.C.  552) ,  the  Fed¬ 
eral  Advisory  Committee  Act  (5  U.S.C. 
App.  I),  and  implementing  Department 
of  Health,  Education,  and  Welfare  regu¬ 
lations  (45  CFR  Part  5) . 

§  52b. 7  Grants;  matters  to  be  reviewed. 

(a)  No  awarding  official  will  make  a 
grant  based  upon  an  application  covered 
by  this  part  unless  the  application  has 
been  reviewed  by  a  peer  review  group  in 
accordance  with  the  provisions  of  this 
part  and  said  group  has  made  recom¬ 
mendations  concerning  the  scientific 
merit  of  such  application.  In  addition. 


w’here  under  applicable  law  an  awarding 
official  is  required  to  secure  the  ap¬ 
proval  or  advice  of  a  national  advisory 
council  or  board  concerning  an  applica¬ 
tion,  said  application  will  not  be  con¬ 
sidered  by  the  council  or  board  unless  it 
has  been  reviewed  by  a  peer  review  group 
in  accordance  with  the  provisions  of  this 
part  and  said  group  has  made  recom¬ 
mendations  concerning  the  scientific 
merit  of  the  application. 

(b)  Except  to  the  extent  otherwise 
provided  for  by  law,  such  recommenda¬ 
tions  are  advisory  only  and  not  binding 
on  the  awarding  official  or  national  ad¬ 
visory  council  or  board. 

§  52  b. 8  Grants ;  review  criteria. 

In  carrying  out  its  review  under 
§  52h.7,  the  peer  review  group  will  take 
into  account,  among  other  factors: 

(a)  The  significance  and  originality 
from  a  scientific  or  technical  standpoint 
of  the  goals  of  the  proposed  research; 

(b)  The  adequacy  of  the  methodology 
proposed  to  carry  out  the  research; 

(c)  The  qualifications  and  experience 
of  the  principal  investigator  and  pro¬ 
posed  staff; 

(d)  The  reasonable  availability  of  re¬ 
sources  necessary  to  the  research; 

(e)  The  reasonableness  of  the  pro¬ 
posed  budget  in  relation  to  the  proposed 
research;  and 

(f)  Where  an  application  involves 
activities  which  could  have  an  adverse 
effect  upon  humans,  animals,  or  the  en¬ 
vironment,  the  adequacy  of  the  proposed 
means  for  protecting  against  or  minimiz¬ 
ing  such  effects. 

§  52b. 9  Unsolicited  contract  proposals; 
matters  to  be  reviewed. 

(a)  No  awarding  official  will  award  a 
contract  based  upon  an  unsolicited  con¬ 
tract  proposal  covered  by  this  part  unless 
the  proposal  has  been  reviewed  by  a 
peer  review  group  in  accordance  with  the 
provisions  of  this  part  (pursuant  to  pro¬ 
cedures  set  forth  in  41  CFR  Subpart 
3-4.52)  and  said  group  has  made  rec¬ 
ommendations  concerning  the  scientific 
merit  of  such  proposal. 

(b)  Except  to  the  extent  otherwise 
provided  for  by  law,  such  recommenda¬ 
tions  are  advisory  only  and  not  binding 
on  the  awarding  official. 

§  52b. 10  Contract  projects  involving  so¬ 
licited  contract  proposals;  matters  to 
be  reviewed. 

(a)  Subject  to  paragraph  (b)  of  this 
section,  no  awarding  official  will  issue  a 
request  for  contract  proposals  with  re¬ 
spect  to  a  contract  project  involving 
solicited  contract  proposals  unless  the 
project  concept  has  been  reviewed  by  a 
peer  review  group  in  accordance  with  the 
provisions  of  this  part  and  said  group 
has  made  recommendations  concerning 
the  scientific  merit  of  said  concept. 
Where  in  the  judgment  of  the  awarding 
official  the  project  approach  has  been 
sufficiently  well  defined  by  the  time  the 
review  required  by  the  preceding  sen¬ 
tence  is  conducted,  this  review  and  the 
resulting  recommendations  shall  include 
the  project  approach  as  well. 
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(b)  The  requirement  in  paragraph  (a) 
of  this  section  that  review  of  the  project 
concept  <  and,  under  some  circumstances, 
the  project  approach)  by  a  peer  review 
group  precede  issuance  of  a  request  for 
contract  proposals  may  be  waived  by  the 
awarding  official  where,  in  the  official’s 
judgment,  compliance  therewith  would 
adversely  affect  accomplishment  of  im¬ 
portant  program  objectives;  provided 
that,  under  such  circumstances,  the 
awarding  official  will  not  award  a  con¬ 
tract  based  upon  said  request  unless  the 
project  concept  and  approach  have  been 
reviewed  by  a  peer  review  group  in  ac¬ 
cordance  with  the  provisions  of  this  part 
and  said  group  has  made  recommenda¬ 
tions  concerning  the  scientific  merit  of 
said  concept  and  approach. 

(c)  The  Director  of  the  National  Insti¬ 
tutes  of  Health,  the  Administrator  of  the 
Alcohol,  Drug  Abuse,  and  Mental  Health 
Administration,  the  Commissioner  of  the 
Food  and  Drug  Administration,  or  their 
designees  may  identify  individual  con¬ 
tracts  or  classes  of  contracts  which  may 


not  be  awarded  unless  all  pertinent  con¬ 
tract  proposals  have  been  reviewed  by  a 
peer  review  group  in  accordance  with  the 
provisions  of  this  part  and  said  group 
has  made  recommendations  concerning 
the  scientific  merit  of  said  proposals. 

(d)  Except  to  the  extent  otherwise 
provided  for  by  law,  such  recommenda¬ 
tions  are  advisory  only  and  not  binding 
on  the  awarding  official. 

§  52li.ll  Contract  projects  and  pro¬ 
posals  ;  review  criteria. 

(a)  In  carrying  out  its  review  of  a 
project  concept  under  §  52h.l0(a)  or 
§  52h.  10(b),  the  peer  review  group  will 
take  into  account,  among  other  factors: 

(1)  The  significance  from  a  scientific 
or  technical  standpoint  of  the  goals  of 
the  proposed  research  or  development 
activity ; 

(2)  The  availability  of  the  technology 
and  other  resources  necessary  to  achieve 
these  goals; 

(3>  The  extent  to  which  there  are 
identified,  practical  uses  for  the  antici¬ 
pated  results  of  the  activity:  and 


(4)  Where  the  review  includes  the 
project  approach,  the  adequacy  of  the 
methodology  to  be  utilized  in  carrying 
out  the  activity. 

(b)  In  carrying  out  its  review  of  un¬ 
solicited  contract  proposals  under 
5  52h.9,  the  peer  review  group  will  take 
into  account,  among  other  factors,  those 
criteria  in  §  52h.8  which  are  relevant  to 
the  particular  proposals. 

(c)  In  carrying  out  its  review  of 
solicited  contract  proposals  under  §  52h.- 
10(c)  the  peer  review  group  will  evaluate 
each  proposal  in  accordance  with  the 
criteria  set  forth  in  the  request  for 
proposals. 

§  52H.12  Applicability  of  other  regula¬ 
tions. 

The  regulations  in  this  part  are  in 
addition  to,  and  do  not  supersede  other 
regulations  concerning  grant  applica¬ 
tions,  contract  projects,  or  contract  pro¬ 
posals  appearing  elsewhere  in  this  Title, 
Title  41,  or  Title  45  of  the  Code  of  Fed¬ 
eral  Regulations. 
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